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g, HRY D |\1gEw, BHRY > 7 |1dh. BRY S
HAR T UIVKFIS. 45mg| 7 U )L K FI#10. 9mg | 7V )L K FI21. 8mg
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KRBT N KRBT N CBEKRFEIIV T T A
AKF, boUeOapkfy, boEOapKEY,. FUEOa
A FT T TF T TSI TF T T
& Ty —F TN T T T T =TT
ATFT7 U I TRNATT) VBT RNATTY BT+
PAVEN DAVEN PAVFNG S
bk
3.2 WHIOMIK
7e 44 0 27 Z §gbng 0>/ Z&E10mg 0 27 Z§¢20mg
2 ER D B D O FIHED & 2 O EIFR O & DRI EAD
7 | moxsETH B, FOEHETHS. |BHOHEETDH 5.
wo | wm () | (G0) | e
fE O | w | MmO
£ #97. 5mm & £99. 3mm £ £99. 3mm
RES K %94, 5mn K 495, 6mn KL 495, 6un
JEE 2. 4mm JEE K3, 3mm JEE #)3. Smm
=5+ 0. 11g #90. 21¢g #90. 22g
#a—R < s s s
(2/50) a2 7 A/5 o> Z2/10 o> Z2/20

4. SHREX [S2H R
O=ImELE
OTRDIRET. DF¥5 U RRA. FRFEOEREEFERE

LTHTRBMRDRO SNBNEE
g ofrE BEE~FEHFE

@

5. $HEEX I RICEET 5E8E
(BHELTRE (BRE~PEHE))
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BB, AFln. ERICK OEEEERT 5,
7272 U, ERE i REE S BB 5 2 S w1 E O £R 3 T l5mg
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7.2 EEE TIX2.omg SR GEHIBT S ENEE LN, [9.8.
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BEOMEK FICXVIREZELIELBTNNH 5.
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BHIIDBIOMBL. HETIHAIIEZEORELZ H0 IR
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&, YIRS —EBEOSMANER T2 THENRH 5,
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9.4.1 {FIRT BATHEM DB Bt
IR TWD T EMEREINT Y > IF T2 2 2 Wl SR A
X7 o OF T oy IR ERESFIEFR L, BIE - HiERA
OFE (A%, - il - BOWEALR, L) 2D 6N
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TEN) CHEEAH]). KRESBRARAE(XEE (Stevens—JohnsonfEZES)
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U= bUIVAZYIVZ)VIR VT U T AR (AN69) % Wi
MEENT 217D & [2.5, 10. 1ZH]
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14.1 EFIRMFEOEE
PTPEZE DEEAFNIPTPY — RSO L TIRA T 2 X5 FET 52
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35 EB I L THEBAR SO EERSIHER IR TL 2 ENH 5.
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15,11 A 2 AU XA OB TR Gy o+
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EDWEN D DY,
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100
80
il
i
T 60
i
;BE O : 5mg
n/g 40 A - 10mg
mL O : 20mg
20
0 T T T T T T \ﬁ
0 4 8 12 16 20 24 48
g (hr) (mean*SD., n=6)
fREERR A, 10mg B [m] 4% 55
Cmax Tmax AUCo-c0 Tz (a) | Tz (B)
(ng/mL) (hr) (ng + hr/mL) (hr) (hr)
Bi[a$ 5 | 40.0+16.8 | 6.7+0.8| 636+209 4.5+1.7 [33.7+10.3

(HIE % © RIAL, mean=+S.D., n=6)
16.1.2 R{E#HRE
(1) BEREA
ERERR N B & 2 7Y )V 10mgZ 1 H1E7H B ER &R S Lz &
X DHEMBIRE/NT XA —& ZLUFIRTO,
faEER . 10mg S 18 % 51

Cmax Tmax AUCo-24 Tizz (a) | Tz (B)
(ng/mL) (hr) (ng * hr/mL) (hr) (hr)

g 1 49.8+16.3 6.811.0| 643192 4.4+1.7 [39.2£15.8

(HIEVE © RIAE, mean=+S.D., n=6)

(2) BHERESNLEESSE

BHREIER (IiE2 L7 F= 21040, Omg/dL) R OVBHEREAYE T (1
WO LT7FZL7+0.2mg/dl) U@l EEDBREFICY > TUIb
10mgZ 1 H1[E4~8HMKER NG Lz & EDFEYEHENT A —5 %
DIFITRY, BHAER NEE TIIBHEERBEICHY > T
DOPEIARLEL . MHPIREN ERT 2 EAUREBINED,

16.3 9%
MiEEHFEESR - 10ng/mLLL EDREE THIL0% TH > 720,
16. 4 {3
AENIEATH O, 1FEAER#EZ TN HREAT—%),
16.5 HEtt
FEIMRKIIETH D, RPICEE L TREMKRE L THEE N
210 AEAT—%),
TR BT > 7 FUJL5, 10, 20mg % B [ERE O3 55 720 &
TORBR PP RIZ21%~2T% TH o720, B2 U T 52 Al HHE
M B T100mL/minTdH - 729,

17. ER PR RS

17.1 BHERVCRLSMEICET 5

(@& I EAE)

17.1.1 ERE 1B

RGBT, B - SR AR R M I BB 2 St SR AAIS ~ 20mg & 1 H
LEN2E % G U 7= & & a5 E R DL 2t %2 T 55 71U )L2. 5~10mgl
H1E% 5 & i U 72 —HE MG Th 5, ARl OFRIE B 13344
BITHO, TONFRIIAZIBELTAG, TF 5 TV IVEIT0FITH > 7=,
FRFESHEICK AR (FR] LA EXORE G5 A 201 32
SRR 1. AFIEE6S. 2% (107/157¢#)), TF 5 7V ILEE66. 0%
107/16241) TH O, FDFEIF2.1% (5% (XM : —8.2~ +
12.4%) TH-o/=.
AFIFETORWERFERKIZL. 6% (1815741 TH>7=., FEEIEH
. LB (7.0%) e OWAMES ARSI (1.9%) TdH -7z,

¥ SEH I E T20mmHg PA b i, 13~ 19mmHg D R R K 1X149/89mmHg LA
TR

17.1. 2 BRI TRES NZZ D DR

FEIN TN S /22 OO KRS CLH &20mg E THG I N2 5E
TOEIRILRDEBOTH o/,

wEL -l ARE (%)
—ER IR 72.0
% - PE AR U EE Y 1 (R ) (270/375)
— BRI 74.2
% - PAEA R UEE Y 1Y (RS (89/120)
— BRI 79.1
BB 2 pf S i EAE (AR 54301 + OF I B¢ 5-24f1) 19 (53/67)
— R 87.7
EIEmMEE RIRApE A G) 19 (57/65)

I Cmax Tmax AUCo-24 Ti/2
(ng/mL) (hr) (ng + hr/mL) (hr)

F e 8 | 45.1%4.5 5.5+0.3 614. 0£52. 4 7.6+0.4
IEHEE T T T T

FHiAE 9 | 91.8+11.9% | 7.1+0. 4% | 1503.2+£228.6* | 10.0+=1.1
K TFEH

GHIE T « RIAEE, % 1 p<0.01, mean=S.E.)
Q) NEEmMEFEES
15 LT DR ED B 5 6 ~ 16]7% A D /NFEZF2961C Y & 7 7Y JV0. 1
~0.2mg/kgZ 1 H1E6 HMLL LR O EG Lz & E Oy EHEIN S
A—=F &L FIRTY GHEAT—%),

PR i

" ‘. Cmax AUCo-24
R n [ﬁi(%g’/fkug #] (ng/mL) (ng * hr/mL)
— 44.7 570.3
6~ 12 | 12 0.15 (34.0~58.7) | (420.0~774.4)
} 43.5 549.8
12~ 165% A4 | 17 0.12 (34.6~54.7) (425.2~711.0)

GRISERS © RIMK, BT (95% (5 X))

4) Bngtirees

R, R SIS R O E i M O A 2B I 2 T )bong
Z1H1ETHBKER %G U & EOEMBITEINT A —F WMy
LY FZ2 U7 5 AZUFIORY, Mgt or28F BT 5
I3 AR R IR N AR (AUC) (AR FER 4R35 1T L 215 2R L 7z
VY ) TUNBEI )T I AR LT FZ o207 T2 A EEOHE
AEDENEY GHEAT—%),

TLTF=ILTFE

B JUTTANTVT T A Z. AUCo-96
CrsEs) | " (mL/min) (mL/min) 4 I({HLY/; 5 A (ng + hr/mL)
P51 % 5-1%

T & N N N R
(28. %) 6 [110.6+11.4 | 110.5£9.8 | 47.5£8.3 | 526.2+77.8

@Eﬁf%‘ﬁ‘%%‘ —+ IS =+ =+ +
(76. 3%) 6 | 67.2+8.1 | 58.0+7.2 | 20.8+5.0 |870.4+139.2

e
OREHEE | 6| 312120 | 38.8+10.7 | 12.2+3.7 ”19455' %i
(77. 8%) )

(HIE % - RIAME, mean+S.E.)
16. 2 BRUX
PRAEIER N S AR IZ21% ~27%TdH > 729,

([FBe] LA EXOREBIE/ A B Rl S 61550
3 SEEIE 208, B, 13~ 19mmHg D R K 08149/89mmHg P R FE%
(BMHLARE BE~TPEE))
17.1.3 EIRE| | 11B5ER
AReABRIE, BOE - AP DR 2 R 2RI A A Ong & 1 H 1[E]12
B 1 e A O =D X S 3L Y QON 7 Rl e s el . 1/ Ol 4 =T
FEGRBRTH 5. ARBROBIEFIEII20461TH . FDWFRIZAH
BELOTHI. 75 RRBITHITH > 7=,
LB ICBIT D ER ([SE] DL OREBIE/ A Sk 5461
o 13, AHIEE48. 0% (47/98%1) . 7 T REE20. 9% (19/9141) TH D,
TDFNF27. 1% (95%(SHEXM : 14. 1~40.0%) TH o7z,
AFIRETORIERFEHERIZIS. 3% (19/10461) TH o7z, E/2mIEH
1%, %661 (5.8%). BHEWV3ME (2.9%) KOEERE2E (1.9%) TH o7,
17.1. 4 ERATREINZZDMhOEEKRHER
ENTHE X N7z DMK TLHRI0ngE TH G S N7 fEH
TOHERIIROEBD TH o/,

ER. % ER (%)
SR B R 1919 45.0 (50/111)
B Gk 5p20. 2D 38.9 (14/36)

(S5 G5/ 20 M R At et 5451 550

17.1.5 B@HEICBIT3LLH
ENTE S NZBEOAEEETOEIHERRS. 19, FEITHR
ERID R OVE 4% 5308020 2D 12BN T, 65K LD & E TORIER
FEHIERII27. 5% B6#1/13141) TH o/ DD BT5ELL LD E A
IZEGINZHENI3AFITH 0. S BEUBICRITER ORBENA SN
7zo TSR LD EIE ORIEM O E/2d Dk, WAl ifER N 241,
BIN® L5261, 7L 7F =D LERIBILETH o7z,

18. EEFHFEE

18.1 fERER

KENET DA T oy VAR ENET D EICXD T I VAT
DN OERENHIL, FiEmEER EFOAREIERZ25RT,

18.2 fimmEER

18.2.1 ARSI EERZF BN T, TAE2 5~20mgfk 512 & 0 £
OHRNTOT 4 =)V R OEBBICEEE 525 2 &2 < 24R5# % E L
TR IERNRDGRD 5 =22,

18.2.2 @IEHRFIE T v 82 BEEIIE T v b2 e O & i
A X2 2N BN TEMHN DR B EER 2R L 72,



18. 2. 3 M2 By FAE i I SR TFIE & v M2 Y 3 U )L % SRR
BHELEEE BIEFEHZRTEEDIT, MK DK BRSO ST
TR A DT 2 MIH L 7220,

18.3 HULAR2/ER

18.3.1 Y IF 2 VHEF ERRANEGE I N TN S EBIELAEZEFIC
U7 FYIV2 5~10mgZ WA 5 L /= & & SEH AR TE. Hﬂ‘@]ﬂfﬂ*”)\
JE. ERMMERTTOMK T R OLRE O E R L 7220,

18.3. 2 WEIREEZE A OARE T v b, BRI T ZRBBNES Lz &
&, EAREEIRNE R R ORI E R 2R S i o 722,

1833mﬁ%#“&&u?zv/bfwhﬂmﬁﬁﬁu&ﬁ
FERENR ST, ORI ER L 7229,

19. BE2 ICB T HBAEFRIFR
—RAFR 2 U TUILVKFIY (Lisinopril Hydrate)
b4 0 (29 -1- {(29) -6-Amino-2- [(LS) -l-carboxy—-3-
phenylpropylamino] hexanoyl} pyrrolidine-2-carboxylic
acid dihydrate
4312 ¢ CaaH3iNs0s « 2H20
St 441,52
TEIR - AEORSEIEDOM R T, ENMRHERBRITBWAD S,
KIZRREITRT <, AY = )LIZRREFIC<L<, =4 /) —
IV (99.5) ITiF&EAEETRRN,
{bE st

NH,

il KI160°C (40fR)
SBefRE 2 0.0004 [pH7. 4, 1-F 2 % ) —)V/kEfRR]

22. A&

(O >4 Z§E5me)

100z [10¢ (PTP) X10]
(O >4 $E10mg)

100 [108¢ (PTP) X10]
(A >4 ZX§E20meg)

10082 [10%2 (PTP) X<10]
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